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DETAILED ACTION 

The preliminary amendment filed on July 25, 200, has been received and 
entered. 

Claims 1-13 are pending in this application and were examined on their merits. 

Claim Objection 

The disclosure is objected to because of the following informalities: 
The word -fibers— in claim 1 is misspelled as "fibres", also -fiber- in claims 3- 
7, is misspelled as "fibre". 

Appropriate correction is required. 

* 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 3 recites the limitation a method according to claim Iwherein ....the 
inflammatory disorder is...". There is insufficient antecedent basis for this limitation in 
the claim. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-13 are rejected under 35 U.S.C. 101, because the claimed invention is 
directed to non-statutory subject matter. 

Claims 1-13 are directed to a formulation comprising "Pediococcus pentosaceus, 
Leuconostoc mesenteriodes, lactobacillus paracasei subsp paracasei, and Lactobacillus 
plantarum" and a method of applying the formulation. Pediococcus pentosaceus, 
Leuconostoc mesenteriodes, lactobacillus paracasei subsp paracasei, and Lactobacillus 
plantarum are naturally occurring lactic acid bacteria and are not .a "manufacture". The 
claims do not require any physical transformation of the lactic acid bacterial cells. The 
claimed invention would impermissibly cover every substantial practical application of, 
and thereby preempt all use of a product of nature. 

Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Monte (US 2003/0147857 A1) in view of Kruszewskya et al. (in IDS, Microecology and 
Therapy, 2002, Vol. 29, p. 37-49) and further in view of Kaur et al. (European Journal of 
Pharmaceutical Sciences, 2002, Vol. 15, p. 1-9) and further in view of Bengs et al. ( US 
Patent No. 7,097,831 B1) and further in view of Zhang et al. (JBC, 2002, Vol. 277, 
p.461 16-46122). 

Claims 1-13 are drawn to a method for manufacturing a formulation for the 
treatment of stress-induced inflammatory disorder comprising providing Pediococcus 
pentosaceus 16:1, Leuconostoc mesenteriodes 32-77:1, lactobacillus paracasei subsp 
paracasei F-1 9, and Lactobacillus plantarum 2362, wherein the bacterial strains are in 
an amount of at least 10 11 CFU/ml of each of the bacteria and at least four different 
fibers, and a method for treating a mammal suffering from a stress-induced 
inflammatory disorder comprising applying a formulation to the animal. 

Monte teach a formulation and a method of manufacturing the formulation 
comprising providing probiotics and prebiotic, Pediococcus pentosaceus, lactobacillus 
paracasei, and Lactobacillus plantarum, wherein the bacterial strains are in an amount 
of 10 10 or more of each of the bacteria, beta-glucan, inulin, pectins, vitamins, and a 
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method for treating a mammal comprising applying a formulation to the mammal, 
formulation in form of tablet or drink, and 10 6 or greater probiotic are introduced 
(Abstract, page 3 0025, 0028, 0030-0033, page 4 0046, and page 5 0050). 

Monte does not teach Leuconostoc mesenteriodes 77:1, L paracasei subsp 
paracasei F-19, L plantarum 3259.. However, Kruszewskya et al. teach Pediococcus 
pentosaceus 16:1, Leuconostoc mesenteriodes 32-77:1, lactobacillus paracasei subsp 
paracasei F-19, and Lactobacillus plantarum (Abstract, page 41 Table 2.). 

Kruszewskya et al. further teach the induction of pro-infalmmatory cytokine, and 
anti-inflammatory properties of the above-mentioned LAB strains, and a method for 
selection and screening of Lactic acid bacteria (LAB) as probiotic strains (see Abstract 
and Material & Methods). 

Monte does not teach, resistant starch. However, Bengs et al. teach resistant 
starch (RS) the concentration of the resistant starch in the solution can vary within a 
broad range, ( column 7 lines 29-31), and teach, resistant starch obtainable is suitable 

■ 

for use in medical preparations, in combination with other functional additives together 
with therapeutic agents (column 9 lines 1-5), other additives can be probiotics, (lactic 
acid bacteria), prebiotics, dietary fibers, vitamins antioxidants (column 5 lines 35-66). 

Moreover, Kaur et al. teach that, it is a well-established fact that resistance to 
pathogens and an immune stimulation can be achieved by probiotic therapy. However, 
it is important that these probiotics reach the large intestine in an intact and viable form. 
Upon digestion, these probiotics are confronted by a number physical and chemical 
barriers, and one strategy is t to overcome such limitations of probiotics is the use of 
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non-digestible food ingredients that beneficially affect the host by selectively stimulation 
the growth and/or activity of one or a limited number of bacteria in the colon (page 7, 1st 
column last paragraph, and 2 nd column 2 nd paragraph). 

Thus, one would have been motivated to add resistant starch to the formulation 
as taught by Monte in an attempt to improve the survival and implantation of live 
microbial dietary supplements. 

Furthermore, Zhang et al. teach the role of myeloperoxidase (MPO) in the 
formation of bioactive lipid oxidation products and promoting oxidative stress during 
inflammation (see Abstract). 

Therefore, it would have been obvious to one of the ordinary skill in the art to use 
LAB strains as taught by Kruszewskya et al. in the method of Monte and provide a 
formulation and a method for manufacturing and a method for treating a mammal 
suffering form a stress-induced inflammatory disorder (stomach inflammation) 
comprising applying to the mammal the formulation comprising. Pediococcus 
pentosaceus 16:1, Leuconostoc mesenteriodes 32-77:1, lactobacillus paracasei subsp 
paracasei F-19, and Lactobacillus plantarum 2362, and at least four different fibers. 
Since at the time the invention was made, the anti-inflammatory properties of LAB 
strains were known in the art, thus one would have been motivated to use those strains 
to treat inflammatory disorders. Moreover as taught by Kaur et al. it is important that 
these probiotics reach the large intestine in an intact and viable form, thus one would 
have been motivated to add resistant starch to the formulation as taught by Monte in an 
attempt to improve the survival and implantation of live microbial dietary supplements. 
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Conclusion 



No claims are allowed 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kade Ariani whose telephone number is (571) 272r 
6083. The examiner can normally be reached on 9:00 am to 5:30 pm EST Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you woulcWike assistance from a 
USPTO Customer Service Representative or access t^the ayromated infprfn^tion 
system, call 800-786-9199 (IN USA OR CANADA) or 5" 
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Examiner Brinfa ry 
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